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CERTIFICATE OF BATCH RELEASE

Product Description: ZAVICEFTA

Package size and type: 10 flacons with powder in a carton

1
2
3. Dosage form/Strength: Powder concentrate for solution for infusion, 2000mg/500mg
4. Importing country: Ukraine

5

ACS Dobfar finished Product Code /batch number: F1080329 /23K04501
6. Number of packs released: 898
7. Results of analysis:
See the attached certificate of analysis release on: 10/2023
8. Marketing authorization number: UA/17440/01/01

9. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
Via A. Fleming, 2 - 37135 Verona (VR) - ITALY

10. Number of manufacturing license: aM-13/2021

11. Comments/remarks:
During the course of manufacturing, packing and testing of this batch there were:

)ﬁ_ No major/critical deviations that may influence the release of the product
[0 Major/critical deviations which may influence the release of the product (see reference)
[0  Additional relevant information, if applicable, regarding quality of batch is attached

12. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging, labelling and quality control at the abovementioned site(s) in full compliance with the EU GMP
requirements and with the specifications in the Marketing Authorization of the local Regulatory Authority of the importing
country. The batch does not contain any animal or cell culture derived products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with EU GMP. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

13. Name and Signature of the Qualified Person authorizing the batch release and date of signature:

il 4h°

Gabriele Conti - Qualified Person

14. Notes: ¢ a




ACS DOBFAR

Sede Legale:
Viale Addetta, 4/12 — 20067 Tribiana (M1) - ITALY

Sede Amministrativa:
Viale Colleoni, 25
Palazzo Pegaso Ingressa
3 20864 Agrate Brianza
(MB) - ITALY

wiww . acsdoblar it - amministrazione{@pec acsdobfar.it Tel. 02 90693 1

Fax 02 9064566 - Codice SDI: X46 AXNR

Manufactured by ACS Dobfar S p A. (formerly manufactured at the same facility by GlaxeSmithKline Manufacturing S.p.A )

Via A. Fleming, 2 - 37135 Verona (VR) - ITALY

Tel. +39 045 90391

Name: ZAVICEFTA
Material description: ZAVICEFTA INJ 2G-500MG 10X26ML

Importing Market
Ukraine

Dosage form\Strength: Powder for concentrate for solution for infusion, 2000mg/500mg
Package size and type: 10 flacons with powder in a carton box

Marketing Authorization
Number:
UA/17440/01/01

Name and address of manufacturing, packaging, quality controls and batch release
site: ACS Dobfar S.p.A - Via A. Fleming, 2 - 37135 Verona (VR) - ITALY
Number of manufacturing license: aM-13/2021

Date of manufacture
04/2023

Material Batch n. Quantity Released Expiration date
Number 23K04501 898 packs 03/2026
F1080329
Test procedure Specification Results
Description A white to pale yellow powder Complies
Description on reconstitution A clear and colourless to yellow solution free Complies
from visible particulate matter
Reconstitution time < 220 seconds 205
pH (reconstituted solution) 55-17.5 6.6
Identification of Cefiazidime by LC The retention time of the principal peak in the Complies
sample chromatogram corresponds
with that of the Ceftazidime reference standard
Identification of Ceftazidime by UV The UV spectrum of the principal peak in the Complies
sample chromatogram corresponds with that of
the Ceftazidime reference standard
Identification of Avibactam by LC The retention time of the principal peak in the Complies
sample chromatogram corresponds
with that of the Avibactam
reference standard
Identification of Avibactam by UV The UV spectrum of the principal peak in the Complies
sample chromatogram corresponds
with that of the Avibactam
reference standard
Ceftazidime assay percent of label claim 95.0% to 105.0% of label claim 100.4
Avibactam assay as percent of label claim 95.0% to 105.0% of label claim 100.8
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- ]
o188 3 pgE
% A M, e .

Impurity A < 0,2% wiw

Impurity B =0,2% w/w K Sl \"\\“
Impurity G < 0,2% wiw /,7 o 0414 Nanepn; c,\ ?,1\\
Individual unspecified degradation product | < 0,2% w/w {{ £ @1{ g \1 m_\
Total degradation products < 1,0 % wiw (s I/A /LB
Pyridine content < 0,2% wiw W2100 . g
Avibactam degradation products: = WiN, o TVels /q‘.%’
Avibactam Decarbonyl =0,5% wiw \g‘\@’—!, : r\y

B TS

Pag.1a2



Individual Unspecified degradation product | < 0,2% w/w <0.0

Total degradation products = 1,0% wiw 0.1

Uniformity of dosage unit Ceftaz. content Complies with the Ph Eur 2.9.40/USP <905> Complies
requirements for content uniformity, AV <15

Uniformity of dosage unit Avib. content Complies with the Ph Eur 2.9.40/USP <905> Complies
requirements for content uniformity, AV <15

Sub-visible particles NLT 10 pm < 6000 particles/vial 10

Sub-visible particles NLT 25 pm < 600 particles/vial 0

Water content = 12,0% wiw 11

Sterility Complies with the requirements of the Complies
Ph Eur/USP

Bacterial Endotoxins < 0,09 EU/mg <0.002

Regulatory Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured. including
packaging and quality control. al the above-mentioned site in full compliance with the EU GMP requirements and with the specilfications in
the marketing authorization in the importing country. The Batch processing, packaging/labeling. and analysis records were reviewed and
found to be in compliance with GMP and has been released by a Qualified Person according to the requirement of the Directive 2001/83/EC.

Notes Batch release date Approved by
N/A -
ARLEAMC: FOO\R

Name
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Pipmosuil Bnank komnauil "EACIEC

Hobdap C.n.A"

Hp. Agpeca Biane Agaetra, 4/12 - 20067 Tpibiaxo (M) - ITania

dakTuyna agpeca: Biane Konnkowi, 25 - Manauuo Meraco Imnpecco 3, 20864Arpate Bpianua (MEB) - Itanis

Bupobineno: "ERCIEc fobap C.n.A" (pamiwe BUPOBHHLTEO HA THX CAMMX NOTY CTAX iew "TnakcoCmiTh MenoderqypuHr C.nA")
Bia A. ®neminr, 2 - 37135, Bepowa (BP), Itania
Ceprudikat BUNYCKY cepil
Marepian 3asiyedra iH'enufi no 2r/500 wmr, 10 X 26ma
Poamip Ta TMN NaKkyBaHHA 10 dnaxoHiB 3 NOPOLIKOM Y KapTOHHIA KopoBui
Nikapeoka dopma//ewna aii NOPOLWOK AR KOHLUEHTPATY ANA POIMMHY ANA ikdy3ii, no 2000 mr/S00 mr
Kpaina-imnoprep Yrpaina
wop FN3 EACIEc fobdap/ cepin F1080329/23K04501
K-Th BHNYWEHWX YNAKOBOK 898
PeaynsTaTth TECTYBAHHA Awe. 8 ceprudirari aHanizy sig 10.2023
Homep P11 UA 17440/01/01
Hassa 1a agpeca sup , MaKy , MICUA NPOBEQEHHA KOHTP 3 AKOCTI Ta BMNYCK Cepil:
EACIEc Jobdap C.n.A., ITania Bia A. Paeminr, 2 - 37135, Bepowa (BP), Itania
Homep niyeusii/GMP am-13/2021
Komentapi
B x0ai BHpoGHMUTEa, Naky TECTY Wiei cepil:

He 6yno 3Haunmx/KPUTHYHIK BIAXWNEHD, AKi G BNAMHYNW HA BUNYCK NPOAYKTY
IHAYHIKPUTHYHI BLAXMNEHHRA, WO BAAMHYAK H3 BUNYCK NPOAYKTY [AMB. A0A3TOR)
JlopatvoBa penesaMTHa iMGopMaLin, AKWO €, A0AATHORD HAOAETHCA

3aABa Ha cepTrdikauin

Javum A nigTeepasyo, Wo HagaHa sMwe indopmauia € aocTosipHolo Ta Tounoio. Lia cepia nikapcskoro sacoby Byna BUIOTOBNEHA, BRAKMAIDUH
NaKyBaMHA/MapiyBaHHA Ta HOHTPOAL AKOCTI, Ha ¥ BULLE G TE| B NOBHIA Bi 1 Ti A0 Bamor HBM Micuesns perynaTopHMx opramis 1a iz

[= dirau 3apeccTp B Kpaidi npi . TEXHONOTIMHUIA NPOLEC, NPOLUET YNAKOBKM Ta AOKYMEHTAWIA 3 TECTYBAHHA BYNM BUBMEHI Ta BU3HAHI
TAKMMK, WO BignosigaoTe HEM Ta Gyna BunyWeHa ynosHoBaMeHow ocobo.

Im'ATa nignuc ynosxosameroi ocobn, wo BMnycTina cepi Ta gara
FaBai HKomTi - yr ocoba (nignuc) Dara 10.10.2023

NMpumitmn

Blgcymhi




dipmoswi Bnank komnawil "ERCIEC Jobgap C.n.A"

Hasea: JasiuedTa
Onmc marepiany: 3asiuedra in'ekuii no 2r/500 mr, 10 X 26mn

Kpaina-imnoptep: Yepaina

Nikapceka Gopma/cnna Aii: NOPOWOK ANA KOHUEHTPATY ANA POFHHHY AR iHdy3ii, No 2000 mr/500 mr
Poamip Ta TN nakyeaxHa: 10 Gnakonis 3 NOPOWKOM Y KAPTOHHIA HopoBuj

Homep PI UA 17440/01/01

Hasea Ta agpeca supob micua HA KOHTPONWD 3 AKOCTI Ta BHNYCK Cepil:
EWCIEc oBdap C.n.A., ITania Bia A. ®neminr, 2 - 37135, Bepowa (BP), Itania
Homep niuewaii: aM-13/2021

[Nara supobHuurea 04,2023
Homep marepiany
F1080329 Homep Cepii K-To BHNYLLEHA
23K04501 BIE yn, fata pmiky npuaaTHocti 03.2026
Meton Cneymdinauia Pesynbrar
Mopowok eig Ginoro go Gnigo-
Onuc HOBTOTO KONLOPY signosigae
Npozopuii po3umH Big,
Ge3bapeHoro 4o Mo-ETOMD
KONbOPY 683 BUAMMUX
Onuc Nicns BIgHOBNEHHA MEXAHIYHWX BKNKYEHE BiAN0OBIiAAE
Yac BigHOBNEHHA < 220 cexryHA 205
pH (BigHosneHoro posdumHy) Bin 5.5 80 7.5 6.6
Yac yTPMMYBaHHA OCHOBHOTO
niKa Ha xpomarorpami
sunpoBysanoro 3paska sig-
NOBIAAE HaCy YTPMMYBIHHA
laeHTHdikauia uedTaznammy (OCHOBHOrD Mi-Ka Ha
(PX) XPOMBTOrPami CTaHAAPTHOID Bifgnosigae
Ydb-cnexTp OCHOBHOTD Nika Ha
xpomaror-pami BunpoBysaHoro
3pa3ka signosigae YO-cnextpy
(OCHOBHOTQ NiKka Ha XpomMaTo-
laeHTrdikania uedTazngnmy rpami CTaHAapTHOrD 3pa3ka
(Y-cnexTpockonia) uegravaumy BiAnNoBiAAE
Yac yTpumyBaHHA OCHOBHOMO
nika Ha xpomatorpami
BUNpPOGYBAHOro 3paska sig-
NOBIAAE 4acy YTRMMYBIHHA
(OCHOBHOrD Ni-Ka Ha
|aeHTrdikauia asibaktamy XPOMATOrpami CTaHAapTHOrO
(PX) 3pa3ka asibanTamy sianosinac
Yd-CnexTp OCHOBHOTO NiKa HA
xpomaror-pami BunpobysaHoro
3pa3ka Bignosigae Y@-cnextpy
(OCHOBHOTO NiKa H3 XPOMATO-
laeHTHikayia asibaktamy rpami CTaHAapTHOrD 3pa3ka
(Y®-cnexkTpockonis) apibakTamy BiANOBIAAE
KinbKicHE BU3IHAYEHHA BMICTY
uedrasugumy
Y BiACOTHAX Bif 33ABNEHOT 95,0 % - 105,0 % sin 3areneHol
KinbrOCTI KinbROCTI 100.4




KinbKicHE BU3HAYEHHA BMICTY

asiGakTamy

¥ BIACOTHAX Bif 3aABNEHOT 95,0 % - 105,0 % eig 3assneHol

KinbKoCTi HinbKOCTI 100.8

NpoaykTv posnaay

uedrasnaumy

| Nomiwka A <0,2 % m/m 0,1

fdomi B £0,2 % m/m <0,1

Nomiwka G < 0,2 % mim 0,1

IHAMBIAYaNbHWA HEBU-3HAHEHWI

NPOAYKT po3-nagy £0,2 % m/m <0,1

3aranbHa KinbKicTb NPOAYKTIE

po3naay £1.0% mim 0.1

BmicT nipugumy <0,2 % m/m 0,1

NpoaykTv posnagy

asibakramy

AgibakTamy aexapBoHin < 0,5 % mim 0.1

IHAWBIAYANbHUA HEBK-3HAYEHWA

NPOAYKT po3-nagy <0,2 % m/m <0,0

3aranbHa KinLKIiCTL NpoaykTie

pozsnagy $1,0 % m/m 0.1
Bianosiaae sMmoram Esp.

OpHOPIAHICTE J030BaHMX Wapm. 2.9.40/ dapm. CLUA

OAMHHMUL <905> woao oaHopiaHoCTI

- BMicT uedTazngumy BmicTy, AV S 15 Bignosigac
Bignosigae sumoram €sp.

OfHOPIAHICTE AOI0BAHMX bapm. 2.9.40f dapm. CLUA

OAMHMUb <805> woao 0AHOPIAHOCTI

- BmicT asibaxramy BmicTy, AV < 15 BiAnNOBiaaE

Heaugumi “acTem 2 10 mMrm < 6000 qacTor/dnakoH 10

HeBrOWmMi HacTku 2z 25 MKM < 600 wacTok/dnanon 0

BmicT Boau S 12 % mim 11
Bianoeigae eumoram Esp.

CTEPUIBHICTE Dapm./dapm. CLUA BiANoBiAaE

BaktepiantHi

EHAOTOKCHHM |£ 0,09 OF/mr <0,002

3anBa Ha cepTudiKayiio

[[danum A NigTEEPAMYIO, WO HAAAHA BUILE IKPOPMALA € AOCTOBIPHOK Ta TouHOK. LA cepia nikapcekoro 3acoby Gyna BUroToBNEHa, BKAKYAIOHH
NaKYBAHHA T2 KOHTPONb AKOCTI, H3 BKAZaHOMY BHLE BMPOBHWUTEI B NOBHIA signosigHocTi A0 sumor HBM micuesux perynaAToOPHUX Opraxie Ta i3
cneunbiKauiAM9, 33peEcTPOBaHMMK B KPATHI NPW3HAYEHHA. TEXHONOMYHKI NPOLEC, NPOLEC NAKYBAHHA/MAPKYBAHHA Ta AOKYMEHTALA 3 TECTYBAHHA
6YNKM BUBMEHI Ta BU3HAHI TAKKMMM, WO BiANORIAZH0TE HBM Ta Gyna BUNYLWEHa YNOBHOBAMEHOK 0co60I0 ¥ BIANOBIAHOCTI 3 BUMOTaMK JeperTUBM

2001/83/EC.
MNpUMITRI

BiaCyTHI

Cepia BunyWEHA

10.10.2023

3ateepaxeHo (im'a) Anmenika Miona
(nignwc ) YnosHosamena ocoba




JAEPKABHA CJIYKBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
VY JHIIPOIIETPOBCBKIN OBJIACTI

Huinpo, mn.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPITIOY 37070665

BHUCHOBOK
Npo sIKiCTH BBE3eHOr0 B YKpaiHy JiKapchbKOro 3acody
26.04.2024 Ne 21806/24/0411
SABILEDTA

(HaliMeHyBaHHs NIKAPCBEKOro 3acody 3riIHO 3 peeCTpalliftHHM [TOCBIMEHHIM )
MOPOIIOK ISl KOHIEHTPATY s Po3uHHY Aast iHdy3iit, mo 2000 mr/500 mr, no 10 ¢aaxonis
3 IOPOIIKOM Y KapTOHHI KopoOui

(hopma Bunycxy, 103yBanns, BUI NAKyBaHHA JiKapcbkoro 3acoby)

Homep peectpauiitnoro nocsinuenns UA/17440/01/01 crpoxk aii peectpauiiinoro nocsinuenns 29.05.2024
Cepis nikapcbkoro 3aco6y Ne 23K 04501 KinekicTe BBe3€HOrO Mikapeskoro sacofy 10

BupoGuuk EitCiEc o6dap Cna, Itanis

(natfimenypanHs BUpOOHHKA NiKapchbKoTo 3aco0y, KpaiHa NoXoKeHHA)

Beeseno B Vkpainy TosapucTso 3 00Mexenoro BinnosinansuicTio "Benta JIT/T", inen.
kon: 21947206

(nafivenypanng Ta kon za €JIPT10Y opuauunoi ocobu abo npizsuie, iM'a, no GaTeKoBi
(pizHuHOT 0COBH - niANpHeMLIA, 1T Miclie NPOXKHBAHHA Ta peecTpalliiHuii HoMep 0BiKoBOT
KAPTKH IJIATHHKA NOAaTKiB abo cepis Ta HOMEp nacnopTa)

[potokosn Bisyansuoro koutpodio six 25.04.2024 N 07-01/1080/1.

3a pesynbTaTaMH [EPKABHOrO KOHTPONIO BCTAHOBJICHO, WO Jiikapchkuil 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHSIM BHMOT 3aKOHOAABCTBA OO 3a0e3neyeHHn AKOCTi ikapehkux 3aco0is.

B. 0. HayanbHuKa JlepxaBHoi cinyx0u 3
mKapceKUX 3aco0iB Ta KOHTPOJIIO 32
HapKoTHKamu y JIHinponeTpoBchKii
obnacTi

Mapis BPE3ILBKA

(imiuiany Ta npiseuine)

Hikitiuesa Okcana +38(066)345-41-71
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